
:; ' : - U.S: ENVIRONMENTAL PROTECTION. AGENCY _
. ; , , : Office of Pesticide Programs .

Biope'sticides and Pollution Prevention Division (7511P)
1200 Pennsylvania Avenue NW

Washington, D.C. 20460

NOTICE OF PESTICIDE: "
X Registration

(under FIFRA, as amended)

EPAReg.-Numb.er;.

• 29964^19f'^n

rDateof Issuance:..-

Term,of Issuance: ,
. . . . . .

Llnconditional^: Time-Limited

Name of Pesticide Product:;

Optimum® Leptra™

Name and Address.of Registrant (include ZIP Code):

Pioneer Hi-Bred International, Inci
7100 NW 62nd Avenue
Johnston, Iowa':5013M000= > '

. , .
Note: Changes:in labeling <differingiin'Substance,from,-that accepted in connectiori.with'this:registration mustbeisutimittedto-ana accepted by,the
_. ::•-•.'.;••• 5-»"-i *vv,•:;-.-T-'.'t, >. • -.?;.' :'itv'.:'^--'-'fc. »••.< -p-.'j.«!;.;•.-;•.-.-,'t •,.'.,-fiviMS'ss',.;:• R-S.«V;, »„.;?"• j--.i;"i',>*'r'"'*»*;***'ffP-*',*'•'"•"-'.*• •>.>>"«>'1WMft>f>.»4»*$*;i«s*...
Biopesticides and Pollution Prevention Division prior to-use ofthe label in commerce.; In-any cprresppndence;pn".this.product, alyyays;refer to:;the:

above EPA registration number. , ' . ! ' • ' • ! • • . . ' ' . . ' . ' ! ' ... .'''•:'' ' • • • • / ' - . • - ' ' ' . ' ; • ' ' '. • -.VA .''•.•".'Vi-'^. . • ' : • • • ' .

On the basis of information Vumished by'the'registrant; the above named pesticide is*hereby registered.under trie'Federal Insecticide;'Fungicide, -
and Rodenticide Act (FIFRA' or the Act). 'Registration's- in no way to be construed.as-anj endorsement or recommendation.of this productby the
Environmental Protection Agency (EPA,or the^ Agency). To protect health and the environment, the Administrator, on her motion, may .at any time
suspend or cancel the registration of a pesticide" in accordance with the Act. The acceptance of any 'name':iri"connection with the registration of a
product under this Act is not to be construed as giving the registrant a right to exclusive use;of the name or jo Jtsuse;if;it has .been covered by

This registration does not eliminate the need for continual reassessment ofthe pesticide. If EPA determines
at any time that additional data' are required to maintain lh; effect'1 an 'existing f egistrationV tne Agency 'will
;require submission of such data'under section 3 (e)(2)(B) of FIFRA. r, ,...- ....„,. . , . , - , , . . „ . , . - . . , . . , . , . . . , .„, . , ;

This product is unconditionally registered in accordance with Section 3(c)(5) of'the'Federal Insecticide,1 =" '
Fungicide, and Rodenticide; Act (FIFFLA), as .amended, and'jsi subject tb'tne/ollowing.terms: ' '^' ' ''"•'';';

1. The registration notice dated January 25, 20i3 is revised.as foljows: the,subject registration will* "*'
automatically expire January,-3.1, 2021, and the.-prQduct name, is, reyisedyiin-accordance with the
notificatiori~accepted Augu'sf'9, 2013, to Optirrium® Leptra7"^- ""K"""""" ' " - -1 — ••-"•'•

Continued on page 2

Signature/of Approving.Official: •.

Robert'MeNallyv Director^. i - ' - - - ; ; , v ; ' - • : : ; - • •

Biopesticides and Pollution Prevention Division (751 IP) '

Date:

EPA Form 8570-6



Pioneer Hi-Bred International, In..
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2. The subject registration is limited jto Bacillus thuringiensis Cry IF protein and the genetic material .
(plasmid insert PHI8999A) necessary for its production in corn event TC 1507 (OECD Unique- identifier
DAS-01 507-1)' x Bacillus thuringiensis CrylAb protein and the genetic material (vector Py-£MBKk)7)
necessary for its production in corn* event MON 8 1 0 (OECD Unique Identifier MON-008 1 0-6) -x ;
Bacillus thuringierisis (Vip3 Aa20 .protein and the genetic. material '(via;elements:of;pNOV 1 3 00) :
necessary for its production in corn event MIR 162 {pECD.U^iqu^^ for use in ;j
field corn. ! ,-> ...-<•< •.-.>.. , ••• o : \ - ' " ;

~ • • - • - - I " . ' ' - - - - : - • - " • • -
3 . Submit/cite all data required for registration of your product under FIFRA ,§ ,3 (c)(5) -when .the Agency

requires all registrants of similar products to submit such data. . v

4. The data submitted by Pioneer are sufficient to support registration for the '-combination PIP corn
product: Optimum® Leptra™ (1507xMON810xMIR162), provided -that the registrant' submits/cites any •
data required to support the PIP registrations of the individual parentaJ;events:"TG15p7-XE)AS-0150;7-;
1), MON810 (MON-00810-6) and MIR 162 (SYN-IR162-4) in corn, within the.time frames .required >
by the terms and conditions of EPA Registration Numbers 29964-3, 524-489 and; 67979-1 4, 'respectively
as well as the combination PIP product TC1507 (DAS-01 5 07-1) x MON810 (MON-00810-6) ; ..... .;

" within the time"frames required:by the terms and conditions of EPA RegistratibriWumbef 29964-7." - "
' ' • , . ' . ' - . . ' - . . ': ' ...^ • . • ' - : • • - • • ' f :• . • • - - - . - • . . . . - . • - , ' . ; • . ; . •>;?• , .>X. . - • • i- . " : • ' • /..p.'O (-••.-:• ' f« M ' '. ;-V'« :> -•' 1' • •, •-.^..l.';.-, .•:.' '! • '.

5. This plant-incorpofated.protectant may.be combined through,conyentional breeding with other registered
plant-incorporated protectants that are similarly approved for use in combination-through conventional
breeding with- cither registered plant-incorporated prptectants'toVpjoduc^
corn varieties with combined pesticidal traits: • ' . - • , < • - . > . • ; - : ; . ' . . - : . . - • . . . - • . - ,

6. You must submit the following data and/or information in the time frames listed:• - . • - . ; - • . • . • • • & . i . . . . . - ; > . - : - ' . - v - •- . , . •-•: ' M--.,-. ,;.•- i -;r.o?;

Study Type

Insect Resistance
Management - Grower
Agreement

,

i - • - • ••
Required Data j

' • . : • ' • • • • • • " ' ' . • . . ' > ] • ' • • • " • - . ' • •v";"-V".-,:-r. - i - . ' . .•••i;,;».-. ( --'M • - ;-'.i.-.?ftv :;s ' ;fif
A.copy of the grower agreement, asspciated stewardship documents, and
written 'description of a process, that'as'su'res~that 'growers' will 'sign 'grower '
agreements and persons purchasing 1507xMON810xMIR 162 corn will
annually affirm that they are 'contractually bound to comply with the ;' l j l 1 '
requirements of the insect resistance management (IRM) pro'gram: . , c -. . ,.

Due Date

i 31); 1 ; -:tf"-\-. .;: - • . ; " ' -
Within 90 days of

"'tne'date'bf "" ' ;- ":

registration

: -' • . ' • - . ' ' - > ' . ' • . ; •

7. You must commit to an Insect Resistance Management (IRM) Program consisting of the following
elements: . . •

• Requirements relating to creation of a non-5? corn and/or non-lepidopteran resistant Bt-corn refuge in
conjunction with the planting of any acreage of corn; v ' • , , , . , . „ - , , . , ;

i ' , * *

• Requirements for Pioneer Hi-Bred International, Inc. (Pioneer) to prepare and require Optimum®
Leptra™ corn users to sign "grower agreements" that impose binding contractual,obligatiohs,bn5the;.;'
grower to comply with the refuge requirements- p . . . . . , , . , * i ; • , . . , : - ; ; ; , , , , . ,
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® Requirements for Pioneer to develop, implement, and report to EPA on programs to educate growers
•'•• ': •'aBo\itTRlk requirements;^ ' ; • : ; " * • • ' *

Requirements for Pioneer to develop, implement, and report to EPA on programs to evaluate and
promote growers' compliance with IRM requirements;'"

evaluate whether
'susceptibility to

® Requiremerits for Pioneer to develop, implement,' and' report'tb EPA ciri'programs tb!

there are statistically'significant and biologically relevant '-changes' in'target 'itis'ec't'su;
CrylF, CryiAb,'and Vip3Aa20 proteins in trie target insects;! >!

Requirements, for Pioneer to develop and, if triggered,' to implement a'f e'rtiedial' action plan that contains
measures Pioneer would take in the event that any field-relevant insect resistance was detected as well as
to report on activity uhder the plan to EPA; ' '

® Requirements for Pioneer,.to submit reports'bn units sold by state'(units sbld:by county"level will be
. , , - • I - , . * : * ; • ; . f- . • : . • „ • • ' • -J * ' • ' - - t • f ,* - ' , . . -' . • v ; :-> ' .. • ' . y • • . - ' = 'j? , '- 1 - , • - ' - ' ( , ".. •' - ' - - * * , _,. ,,

'made available to the Agency upori reqixest);lRM?gfbwer a'gfe'eni!erit results,'arid the;icbrr|pliance
a'ssurarice program, ihciudirig the educatibnarpfbgrarh, onfor before Jariu'ary'Srst'each'year.

I. Refuge Requirements

These refuge requirements do not'apply to seed iricrbase/propagatibn'of inbred 'and'hybrid^seed corn up to a total
of 20,000 acres per county and up to a combined'United States ^U'.S:!)'fetal of !2;50,'000''"acrers per plant-
incorporated protectant (PIP) active ingredient per registrant per year.

• , • i ' .-• t ' ' '• • I • ' • I -5 - '• s- - f '•

When on-farm assessments identify non-compliance with refuge requirements'for one or'more Bt corn products,
additional educational material and assistance will be provided by Pibneer to help these growers meet the refuge
requirements across their farming operations.'" ' f" ' ' ' • '' ' !

Grower agreements (also knbwn as stewardship agreements) will specify that grbweis must adhere to the refuge
requirements as described in the grower guide/product use guide and/or in supplements tb'tlie grower
guide/product use guide. . j

1. Corn'Belt'Refuge Requiremerits for Bt corn. For Pptirrium® 'LejDtra™ field corn^ grown outside
cbttori-growing areas (e.g., the Corn Belt)','grower agreements5 (ars'p''knbwri 'as'stewardship

'' agreemerits) will' speciry'thaVgrowers rnust'adhere to the refuge requirements "as "described in the
' grower 'guide/product use guide and/or in supplemehts to the;grower guide/pjbcluct use guide.

i. Specifically, growers must plant a structured' refuge of ';atieastii5%'nbn-M'com and/or non-
lepidopteran resistant Bt corn that may be treated with insecticides as detailed below, to
control repido'pterari stalk-boring and i other 'pests' . J '"'"'' " ' •- ••• •• :

ii: ' Refuge 'plariting'optipiis include: separate fields, blocks withinTieids^e.'g;, along the edges or
' .'. ' headlands), and strips 'across'the 'field. ' ' " " • ' ] ' , " * ' " ' ' ' ; ' i i * i ; f

iii. External refuges must' be planted withiri ^'miie bf'tn'e'5/'Fiel(ls! i l ' - - ! ; u -

page - 3 - of- 14 |
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iv. When planting the refuge as strips across the field or as perimeter, strips., refuges .must be at
least 4 consecutive rows wide.

i

v. Insecticide treatments for control .of.ECB,, CE-W, SouthwestenLCprn borer (S|VCB)rand other
lepidopteran target pests listed on the label, grower guides, or other educational material may
be applied-only if economic ..thresholds, are reached for.one. or more of these targetpests.

• : • • - • • • • •T*> ' '• • f < '. •'• . •. . i • .1 •'..- 'OV" '.'*•:. ill'- •;• j- ' , '"; i ,r;-. 'i.--j-.:,»; > , - ; v.-,,>!'.f5"( VI; ?.!li"jSiV T!^\jffl -J

, Economic .thresholds will be determined .using methods .recprr^ended.by.Jocal pr regional
professionals (e.g., Extension Service agents,or,crop consultants)..Instructions to growers will
specify that microbial Bt insecticides must not be applied to non-Bt corn and/or non-
lepidopteran resistant Bt corn refuges. ,

• • - . . • • - . i ' . • ' . ' : . • : . ; . . • - . . ; . - , , ; ..-, . ; .,-,., i , • . ; , , ,:U;;i
2. Cotton-Growing Area Refuge Requirements for Bt Corn. For Bt ,fielrd corn grp.wn in cotton-growing

areas, grower agreements (also known as stewardship agreement's) will spfecify that growers must
. adhere to the. refuge requirements .as described in the grower guide/product use guide and/or .in
supplernents.tp thetgrqwer guide/prpduct us? guide. In order to .inform growers'pf "ffieif obligation to
implement the revised refuge requirements describedtbeipw, !Pipneer must reyise and update its
grower guide. A copy of the revised grower guide must be submitted to EPA by May 1,'2013.

i. Specifically, growers inithese areas must plant a structured refuge'of at 'least '2Q°/o~n6n-Bt corn
and/or non-lepidppteran; resistant Bt corn that.may be treated,with insecticides as needed to..

, control lepidopteran stalk-boring and other pests. ' ' ' . . ' . ; . . , . , ' , . , ' . . ' ( . , " ' ,-

ii. Refuge planting options include: separate fields, blocks within fields (e.g., along the edges'or
. headlands), and strips across the field. " " ~ ' ~ . " ""'

• • • • I , / ' . . ; • . . - ! f . . , , , • . . . - .... . ; . - . • - ; • I : ' • • . f • . ' • . ' . - , . ; • . I , . : . .

iii. External refuges must be planted within Vz mile of the 5f fields.

iv. . When planting the .refuge in strips across the field, refuges must be at least 4 consecutive rows
/ . • " -I . > 'T, • ": ~ '<' - - • • ' : . ' ' ' v- • ' "'• '• ',' " '':'•' " > ! • ' . " ; . ' ' ! " * " ' : • ' • • ' - . " ! ' , ' ' ' I'':",1' !'>•' '•£ * ! • ' ? • * ' '> ' ' ' ! / ' " ' ! ". .• '•• ' ' ' '•

.wide,. . , _ . , . ' . ' . . . . ' . . . ' '

.-.; ., -: ••,•, M ' n; ,< , " I }• • ., i'.
v. Insecticide treatments for control of ECB, CEW, Southwestern corn borer (SWCB), arid other

lepidopteran target pests listed on the label, grower .guides, or, other. educationaJt, material may
be .applied only if economic thresholds are reached fbf.o'ne or more of these~tafget pests.

• , .:. rr- ^ . ^ , - t - j . s ' . . - . i ' . ,; ••; • • • " " • • ,;'•-;"'.' ' : ' ; .-5 ; : ' - V | • ".'.- ".'-' >',."•"'''?> >-;>*.'. ,'*H:^; •ufvR-v..^
Economic thresholds will be.dQtermined,usingrmethodsfrecommeM
professionals (e. g.,. Extension Serviceragents, crop consultants)^ Instructions to' growers will
specify that microbial Bt insecticides must not be applied to noii-5/ corn arid/or non-
lepidopteran resistant Bt com refuges. . , ? , • - - < • •

vi. Cotton-growing areas include .the following states: Alabama, Arkansas', Georgia, Florida,
[ ' ' i. '' • . * 1 -:- '- • : ' T • ', s ' • ' • j , if ] ' v * '•' ''* •;!' '. , • $ * * If - ' Vf 5 \ •- .' .;

Louisiana, North Carolina, Mississippi, South Carolina, Oklahoma (only the counties of
Beckhamj.!Caddp, Cpmanche, Custer, ,Greer, H.armpn, Jackson, Kay, Kiowa, Tillman,

•' • ' ' ' * • , ., . "f- ,'t *l~v 1 - • ' . ' :' J '^ " * • - . ' * • ! . •' * •) ^ '. t ' t' ' ' ' ' ' ,* !?' . ' ' ' - : * ' -.4*' T' *.* f ' '' ' j ' i ! .' *„• 1 -»'*' j * ""Iv ""• ̂  ' t' ' ''-$ * * iVj'11?- ' •

Washita), Tennessee (only the counties of Carroll, Chestef/Croc.k'ett^Dyer, Fayette, "Franklin,
Gibson, Hardeman, Hardin, Haywood, Lake, Lauderdale, Lincoln, Madison, Obion,
Rutherford, Shelby, andjTipton), Texas (except the counties of Carson, Palla^n, Hansford,

i page - 4 - .of- 14
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Hartley, Hutchinsori,' Lipsco'mb, Moore,'Ochiltree', Roberts^ arid-Sherman), -Virginia (only the
counties of Dinwiddie, Franklin City, Greensville, jlsle of Wight, Northampton, Southampton,
Suffolk City, Surrey, Sussex) arid Missouri (only the counties of Dunklin, New Madrid,
Pemiscot, Scott, Stoddafd).- • • ' ' : : -< : - - - - "•. ' ':;• ' - . • ' • ' V f . - ' ' ^ ' ' ' • . - . - . . • ••;..;•',? , ;.?-\J;-..:r> ".•:.-:•.•'. ••'.., • '

II. Grower Agreement
• • - • - . . - ' . - , . . • • • . - , - • • • { . - • . - - - •

1. Persons purchasirig Optihium® Leptra™ corn must sign'a'grower agreement. The term "grower
agreement" refers'to 'any grower purchase contract, license -agreement^ 'or similar legal document.

i

' 2. 'The'grower'agreement arid/or specific stewardship 'do'curiie'rit's referericedin the'grower
agreement must clearly set forth the terms' of ^^ the1 current :IRMprdgfarii." By Signing the grower

' agreement, a grower must be contractually bound to coriiply with' the f equire'mehts of the IRM
program. ' , ''" ' ' j . • • • ' ' ' * • ' '

: 3. ' Pioneer must continue to- integrate this registration' into the -current sy'sterif used' for its other Bt
corn'plant-incorporated protectants, which is reasonably likely :td assure thatpersons purchasing
the Optimum® Lep'tra™ corn;will'affirm arinually thatthey-'are contractually"bound to comply
with the requirements of the IRM program. j

4. Pioneer must'submit td'EP A withiri 90 days a copy'of the grower agf eernerit arid any specific
stewardship documents referenced in the grower 'agreement: 'Pioneer must continue to use this
grower agreement in subsequent years. j

5. If Pioneer wishes to chafigeiany part of the grower agreerrierit orariy sp'ecific; stewardship
documents referericed in the grower agreement that would affect either the content of the IRM
program or the legal enforceability of the provisions of the agreement relating to the IRM .
program, then thirty days prior to implementing a proposed change, Pioneer must submit to EPA

1 '•' ' the text of such chariges'tb ensure that it4scdnsistent]withme'terriis'of'this: registration,

'"' 6. Pioneer must continue 'to'integrate this registration 'into' the current systeirrused"for its other Bt
corn plant incorporated protectant prdducts, which is reasonably" likely to assure' that persons
purchasirig Optimum® Leptra™ corn sign grower agfeemerit(s). ' ''"

7. Pioneer shall maintain recbrds of all Optimum® Leptra™"corn' grower 'agreements for a period of
three years from December 31st of the year in'wHich;the agreement was/signed. •

: 8. Begiririmg;on;Jariu;ary 31, 2014, arid annually thereafter,'Pdorieer-shMl-provide-EPA with a report
showing this riurriber of units-o'f its Bt corn seeds1 soldfor Shippedarid'riot :retumed, and the
number of such units* that were s:6ld to persons.who •hlversigned'ig'rdweri agreements. The report
shall !cover'thetirrie ffarne'^^of the"preceding'twelve-month period:' ' :;' '' " •

9. Pioneer must allow a review of the grower agreements and grower agreement records by EPA or
• '' :by:a State pesticide regulatory agency if the -State; agency cari:deriionstfate'that"cbnfidential

I
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. business .information, including names, personaj .information,, and,grower, license number, will be
protected. . , , , . | , : ' • . , , . - . < . , . ; . . . , . , m ? . . . ,

{. . .

III. IRM Education and IRM Compliance Monitoring Program >, . c _ . B a—— , . , < •
!

1. Pioneer must continue to implement and enhance (as set forth in paragraph. 1.8 of this,section),a
comprehensive, ongoing IRM education program designed to convey to' Optimum® TJeptra™
corn users the importance of .complying with the IRM program. The program must inform
growers of their obligation! to implement the lefuge.requiremerits.i .. ,,

i .
i

2. The program shall.includeiinfprrnatipn encouraging, pptimum® Leptra™ corn.users to pursue
optional elements of the IRM .program relating to refuge configuration and''proximity to

.Optimum® Leptra™ corn fields. The program must inform growers of^their.obligation to c

implement the refuge requirements. The education program shall involve .the, use of multiple
media (e.g. face-to-face meetings, mailing written materials, EPA-reviewed language on IRM
requirements on the bag. or bag tag, and electronic communications ,s.uch as by Internet, radio, or
television commercials). Copies of the materials will b'e prpvide,d,to EPA;fpr its records. The

• t program shall involve at leW one written communication annually to each .Optimum® Leptra™
corn user separate from the grower technical guide: The communication shall.inform the user of

L | O . . - . ; . - . ; . ; O -( ,. ..; ... ;•* .?/ r-'. •-' '' ..'jf
 S

 ,rV"^.
;
-(^..^ ; \ J ' , " ' . ' >, , •'

the current IRM requirements. Pioneer shall coordinate its education programs with educational
efforts of other registrants and other organizations,, such.as theJSfational Corn.Grower

, Association and state; extension programs, , : . . , _ . . , . . , .

3. Annually, Pioneer shall revise, and expand as necessary, its education program to take into
, .account.the information.collected through"^Q^r^\\w^s^iv^~^^^Qd^^^€^a^^^^l~s^i

-, from other .sources. The registrant (shal.l identify deficiencies in^ grower .compliance and revise the
education, program to address those deficiencies., ... ,. . . . , , , ,

. , . . . , . . . . ^ . • . . . - . . , . . . , • • ! ; . • .

4, Annually, Pioneer must provide EPA any substantive changes|toats;,grpwer.edupation activities
as part of the overall IRM 'compliance assurance program report. Pioneer must either submit a
separate report or contribute to.the report from the industry working group, Agricultural
Biotechnology Stewardship Technical Committee (ABS,TC)..The,required features of the
compliance assurance program are described in paragraphs 5-23 of this, section.

5. Pioneer must continuevto, implement and improye an. ongoing. IRM compliance .assurance
program (CAP) designed to evaluate the extent to which growers .purchasing. Optimum®
Leptra™ corn are complying with the IRM program, and that takes such actions as are reasonably
needed to assure that growers who have not complied- with the,program ..either do so. in the future

,or lose their access.to Pioneer corn PIP products..PioneershalliCoordinate.with other Bt corn
. " . ! . . -. . . - : • ; • • | . . • • f . ' • ' • ; • ' • - !< . ' . ' • '-..(:; !;..:>i 'Ji • . "M- " '••''.•

registrants in irnprpying. its compliance assurance program and .continue,to integrate this
registration into the .current, compliance, assurance program., used fpr.their,,pther -Bt corn PIPs.
Other required features of the program are described in paragraphs 6 - 2 3 below.

6.. Pioneer must maintain a "phased compliance approach,;' i.e., ,a. guidance .document that indicates
how Pioneer will address instances of non-compliance with the terms'of the IRM program and
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general criteria for choosing'1 airidrig options' forre'sponding'tb'any-rion-dompliant growers after
the first year of ridncdrhpliahce^While recognizing that for reasons rof difference in business
practices there are needs for flexibility between5 different coriipariies', all *S? corn-registrants must
use a consistent set of standards for responding to nori-compliance. An individual grower found
to be significantly out of compliance two ye'arsin a-rojw would be denied "sales 'of Pioneer's Bt
coritproducts the next year. Similarly, seed dealers who :are riot 'fulfilling their obligations to
inform/educate growers of their IRM'bbligations will jlose'theif opportunity'to sell Bt corn.

Pioneer must maintain an IRM compliance assurance iprogram (CAP) which shall include an
annual'survey, conducted by an independent/thirdlparty, of a'statistically'representative sample of
growers of Optimum® Le'ptra™ corn who plant the1 vast majority of all'.corn1 in the U.S. and in
areas in which the selection intensity is greatest. The'survey shall consider only those growers
who plant 200 or more acres of corn in the Corn-Belt and who plant 100 or more acres of corn in
cdrn-cdttorr areas: The survey shall measure' the- degreie'1of1 compliance witMhe'IRM program by
growers-in different'regions' of the country arid:c'orisidef the potential impact'of non-response.
The sample size and geographical resolution may:b'e adjusted ahnuallyV based upon input from
the'independent marketing research firm and-academic scientists,ftd allow'arialysis of compliance
behavior within regions of betweeh-regions. The sample size 'must* provide a'reasonable
sensitivity-for comparing results across the U.S. • " )• ' " - ; ; ' ; ' n-

'i. A third party is'classified as-aparty'dther than the ]regi:slfarit,th'ergr6weri or anyone else with
a; direct'interest in IRM edmpliariee fof'St'corn.

8. The suweysjiall^be designed.to proy^e_aj^ujiderjtanding_of any^difficulties_grpwers encounter in
implementing IRM requirements. An analysis of the- purvey results'must include* the reasons,

''extent,'aiid potential biological significance 'of ariy%ipleriientatidri deviations.'

9. ' The survey shall be designed to obtain grower feedback on the* usefulness of specific educational
tools and initiatives. !

• - . ; ! . - . -
• • • ' |

10. Pioneer 'shall provide a' final written surrimary of the' results of the prior year's 'survey (together
with a description of the regions, the methodolbgy:used;'aridHhe'suppdrting!data) to EPA by
January 31st of each year. Pioneer shall confer with other registrants and EPA on the design and

'"' content of the'survey-prior to its implerrientatiori. 1 ; •' ••*'• ' ' ; -

'•I 1 .Annually, Pioneer shall revise, and expand as: necessary, its compliance assurance program to
' take-into; account the information collected through the compliance1 survey'(required by

paragraphs 7 through 9) and from other sources. The registrant shall identify' deficiencies in
grower compliance and revise the education program to address those deficiencies. Pioneer must
confer with'the Agency priortd'addpting any changes: ' '•• '

• - . - . - • - • . , . ; ' ' . • , . - ' I . ! , , - • - - . - . '
12. Pioneer shall conduct an annual on-fafm assessment p'rograrri. 'Piorieer shall train its

: • ' representatives' who make dri-farrh visits with growers of Optirriurn®-Leptra™ corn to perform
1 assessments of compliance withTRM requirements: There is'nd minimum corn acreage size for

this program. Therefore, growers will be selected for this program from across all farm sizes. In
i
!'
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the event that any of thesejyisits- result in ;the identification of a grower who is^npt in compliance
with the IRM program,- Pioneer shall.take appropriate action,, consistent with its "phased
compliance approach,", t o promote compliance. . , , . - . „ . - . . . .

13. Pioneer shall<carry, out a program for investigating,legitimate <"tipsf.andComplaints" that its
growers are npt.in .compliance with the IRM; program,tWheneyer- an investigation results in the
identification :of a grower >vho is-npt:in compliance.with theJRM program, the registrant shall
take appropriate action, consistent with its "phased compliance approach."

i

' ' ' . ' ' | . • ' * ' . - ' > ' . ' • ' i . • !' • '' '. '* , '•• • '• - . ' - '

14. If a grower, who purchases, Optimum® Leptra™ corn for -planting, .was,,specifically identified as
not being in compliance during the previous year, iPioneer.shali.yisit'With.the .grower and

., evaluate whether that the,grower is in compliance with the IRlMiprogram.for,the current year.
i

,15.: Annually,- Pioneer shall provide, a report to EPA, summarizing .the. ...activities, carried out under
their compliance assurance program.for the.pripr year and the,plans;for ;the,Compliance assurance
program duringAe; current year. Within one month of^submitting.this. report to EPA, Pioneer

. shall meet with EPA to discuss itS;fmdings. The.report will^includetinfprmationregarding grower
interactions, (including, birt not limited to,,on-farm=visits,,verified,tips and,complaints, grower
meetings and letters), the extent of non-compliance, .corrective,measures to, address the non-
compliance, and any follow-up actions taken. The report must inform EPA of the number of
growers .deemed ineligible to purchase Bt corn seed1 onjthe basis .of continued non-compliance
with the insect resistance management refuge requirements.-Pioneer may, elect to coordinate
information and report collectively the results of their compliance assurance programs.

16.; Pioneer and the seed corn jdealers For Pioneer must allowsa rey.iew pf tpTpompliance records by
EPA or by a State, pesticidie. regulatory agency if the State agency can demonstrate that
confidential business information, including the names, personal information, and grower license
number.of t h e growers,will,bejprptected. , - . . . . ; • ' • • • • : ' i .

17. Pioneer shall maintain and continue to use its existing Compliance Assurance Program (CAP) to
address the refuge requirement. The registrant may coprdinate with other .registrants in designing

,and implementing its,,Cpmpliance. Assurance,Pro gram. : ( . . ; , ; , . : , « . . , .
• | . . . • • ' . , , . . . . - ; J : • , . , - . . - .

18. Pioneer will enhance the IRM refuge education program thrp.ughpuit.-the. seed ̂ delivery channel:
i .

i. Ensure sales-representktives, licensees, seed^dealer-s,- andgrowersrrecpgnizejthe importance of
correct refuge implementation, and pptential cpnsequenc.es pf failure ,to jplant the required
refuge;. • • ! . . - . ; • • • • ' • ; : • • • • . • • . • ! • • • . •

i

ii. Include the refuge size requirements on all Optimum® LeptraTM corn seed-bags or bag tags.
The Optimum® Leptra™ corn label accepted by EPA must include how this information will
be conveyed to growers via text and graphics., This.requirement may be .phased in over the
next three growing seasons.,Revised Optimum®,Leptra1"^,corn labels must be submitted by
90 days from the date pf this registration. 50% implementation pn- th.e(,Qptimum® Leptra™

: | • . . . . - . ' . . '
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corn seed bags or bag tags must occur by the 2013 growing season, and full implementation
must occur by the 2014 growing season. -:. ; ' - r -•::,

19; Pioneer will focu's the majority of ori-farm assessmehts on regi'dris with the'greatest'risks for
resistance:

i.' Use Et corn adoption; pest pressure information, arid other available information to
identify regions where the risk of resistance is greatest;; - ^

ii.' Focus approximately two-thirds of dh^faim-assessrn'erits''6n these regions, with the

20

°l

'' '' remaining assessments conducted across: other regions'where the'product is used.
'!
1

Pioneer will use its available Optimum® LeptraTM salfes-fecbrds and 6th'er,.ihformation to refine
grower lists for on-farm assessments of their compliance with refuge requirements:

i. Identify for potential on-farm assessment growersj whose sales information indicates they
; have purchased the'Optimum® Leptra™'cbrri'pr6puM6ut;may%avepurchasediittle;6r no

refuge seed from me registrant, licensee,1 or affiliated - ''• •'•' • ' " ' '

Pioneer will contract with third parties to perform ori-jfarm assessmehts of compliance witrr
"refuge requirements: -'

• i. The'third-party'assessors'will conduct all-first-ti-me'6n-famt'asse<ssments-ias'-w€ill''aIs second-
year on-farm'assessments of those-'grpwers fbtod|o\k:io|'a^pjiane'ejir?'a;firstutim? "'•"
assessment.

• • • • . - - . • • . . ' . ' " • . . :(/,; • - . ' ! - . ' : • < • • . ' • . , ' '

. . . r , . i

Annually, Pioneer will refine the ori-farm assessment (program for the>Optimum® 'Leptra™ corn
product to reflect the-adoption rate arid level of refuge compliance'forOptimum® Leptra™ corn.

22

'^23:'Pioneer will follow up with'growers who'have been fpund-Mgn^
the bn-farm Assessment program and'are found toi!be' back'incompliance the 'following year:

"• i. All growers fbiirid-to be significantly out bf compliance in a::pridr year will'-annually be:sent
• • additional refuge' assistance information for a minimum1-of twb'years by Pioneer,- a seed

•supplier;''or third'party assessor;1 after completingthe-as'sesshient process;: . - • - . , - • •
• . • • " • - " ' : ' - • • - ; ; , • . - n • i r ; ' ; . - . - ' • . ' • ; ' • : • . .

ii. Pioneer will conduct follow-up checks on growers found to be significantly out of
' - • cbmpliance'within'threfe yearssafter they are found io sbe?back'in-compliance;"''"-•"••• '

i . E

iii. A grower found with a second incident of signific'arit-hbh-cbmpliarice with'refuge •
requirements for Optimum® Leptra™ corn within a five-year period will be denied access to
and/or sales o f Pioneer's B t corn^products t h e next year. ' - , > ' •
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• • • • . : < : • • • . . - . . - . • . , . . . . • • • - , - : , < " • . ; , i ' . , - • :

IV. Insect Resistance Monitoring and Remedial Action Plans v ,, s , ,;

i

1 •. .i 1. The ;Agency.is. imposing the:/qUpwmg-,conditipns fo^
expressed in Optimum® Leptra™ corn: - , . . . , » ,

i

. . i. . Pioneer must monitor- for,resistance to the Cry 1 £,. Cry LAb, and*y ip3 Aa20 toxins expressed in
Optimum® Leptra™.cprn,,. . ; . - : , . . • , . . , . , .

; ii., .The resistance monitpring program must include .the^fpllpwing two approaches: (1) focused
. , .population sampling and laboratory .testing; .and, (2) ;inyestigation,pf,reports of less-than-

expected control of labeled insects. Should field-relevant resistance be confirmed, an
, , appropriate resistance.rmanagement action plan,will,be implemented. r ,, n<.

. . . . . . . . c • . L ; . . . . . . . , - . ' - ,
1. Focused Population Sampling

Pioneer shall .annually sample and bipjassay pppulatipns. of (thef key,vtar.get :pests Qstrirtia nubilalis (European
corn borer; ECB), Diatraea grandigseUa. (Southwestern corn hprer;. SWCB),-, and HeHcqverpa zea (corn
earworm; CEW). Sampling for the target pests will be focused in areas identified as those with the highest
risk.of,resistance;deyelppment,(e.g.,.w^
of the corn acres, and where the insect species are regarded as key pests of cpm^Bjqassay methods must be
appropriate for the goal of detecting field-relevant shifts in population response to lepidopteran resistant Bt

.corn and/or.,changes in 'resistanee.aliele^frequency in response ,tp.;the..use. of-Bt-co^ and,; as far as possible,
___shp_ul:d he .consistent across sampling years to enable comparisons,, with historical.-data... ,

The number of populations to be collected shall reflect the regional importance of the insect species as a
pest, and;specific.collection regions will be identified-fpr. .each PeSt-,-F<sr ECB, a,minimum of 12 populations
across the sampling region, will..be-targete'd.for collection.at each .annual<vsamgling. For S^CB, the target
will be a minimum of six populations; For CEW, the target will be a minimum of 10 populations. Pest
.populations,shpuldbe,collected, frprn^rnultipje cprn-grpwing,states,reflectiv^of different.gepgraphies and
agrpnomiceonditions,,Toobtain,suffibient.sensitivity, tp 4
common enough to cause measurable (field damage, each population collection shall attempt to target 400
insect genomes^.(egg masses,.larvae,;mated,females, and/pr^ixed-^exjadults^-but.a.successful population
collection will contain/a minimum p.f jLOO,genomes. Jt is recogmzecUhat: rt,may not. •be.j-gpssible to collect the
target number of insect populations pr; genomes due to, factors such-as natural fluctuations in pest density,
environmental conditions, and area-wide pest suppression.

> , , ' • • • : - . . . • . ' . , » - \ . •;•• • " . • ' • • • • • • ' : ' • ' I ' - ' : !,.•.' - ^" • '

The sampling - program and geographic range.qf cpllectipns may be._fmodified.as%a.ppi;9priate based on
changes in pest importance and for the adoption levels of Optimum® Leptra™ corn. The Agency shall be
consulted; prior- toithe implementation! of such modifications, . . . . v \ . ^ . . l - , . . . . - , , ;

Pioneer will report to the Agency before, August .31st each year the.results of the population sampling and
bioassay monitoring program. |
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Any incidence of unusually low sensitivity to the CrylF, CrylAbj and Vip3Aa20 proteins in bioassays'shall
be investigated as soon as possible to understand any field relevance of such a finding. Such investigations
shall proceed in a stepwise manner until the field- relevance can-tie either'confirmed'or refuted; :and results of
these shall be reported to the Agency annually before August 31 s|. The investigative steps will include:-

1. Re-test progeny of the collected population to determine -whether the unusual: bioassay response -is
reproducible and heritable. If it is not reproducible and heritable, no further action is required.

2. If the unusual response is reproducible and heritable, progeny of insects that survive the diagnostic
concentration will'be tested-usirig methods that are representatiyesof exposure to»1Optimum®--t'eptra™
corn under field conditions. If progeny do not survive to adulthood, any suspected resistance is not field

- relevant a n d no'further action i s required. • • : • > . . ] . , „ . ; , , , ] < , < . , • , / . , < , : • • " • . . . . - , ;

3. If insects survive steps 1 and 2, resistance is confirmed, and.further steps .will be-taken to evaluate the
resistance. These steps may include: j

1 , » determining the nature of the resistance (i.e.-, recessive or idominant^andrthe^levelhpf functional
' "dominance); • ; . •• • j !••:•»>.•• . , - • : , ; •

» estimating the resistance-allele frequency in the original population;

o determining whether the resistance-allele frequency is increasing by analyzing field collections in
' ' subsequentiyelars -sampled'-from the isame ssite: where, theiresistanceiallele^s) «was 'originallyjcbllected;

.and . i :'

: « determining the geographic- distribution of the resistance allele by fanalyzing"«field collections.; in •
subsequent years from-site's' surrounding the site -where 'the fesistance';allele(s).' was originally
collected. ' ' • • • > • . . . . . • • , . - • - • ! . • ,r-i \ > - . , • • , , - . - , - . • • . - , • • . , « ; . : , - . , • - . • - . • • . .

!
'Should' field-relevant resistance be confirmed, and the 'resistance appears' to.'be increasing ore spreading,
Pioneer will consult with "the Agency to develop and implement a case-:speeific 'resistance-management
actionplan. " • • ' . • • • • • • • • • • - . . - . - . . - = - - j ! : ! • - • • .

2. Investigation of Reports of Unexpected Levels of Damage by the Target Pests (V

-Pioneerwill'fo^^
by the lepidopteran pests listed on the pesticide 'label. P.ioneerwMdnstruGtdtSiCUstomersitOfeontactAthem if
such incidents occur. Pioneer will investigate all legitimate reports submitted to the company or the
company's' representatives: :.-' • • • . • . . ! . : . . ; • . ; • ; - . • • • > ' . * • • ; • - . \ \ , . ' . t < • • • • . , • - " . < ; : . ; ^ • ; • ' . . - . - . , :-

! ; - .
• • • • • ' • - ' ; : • . • • ; ' • ' < ' ' " , ' ' . ' - . • • ' • ••: ' . • • ' • • • ' • • : . . . ' • ' . } • . : ' . ? . : , . ! ; ' • . ' " ' • - . ' . . , ' ,C.' > • • :

If reports of unexpected levels of damage lead to the suspicion of resistance hvanylbf the key target pests
(ECB, SWCB and CEW), Pioneer will implement the actions described below, based on the following
definitions of suspect ed resistance^wA. confirmed resistar^ce.i, |.,- - f . j - . i • . • • ; : ' ;- , f •••=•< <• - • : , - \ ..'. • . . • • - \
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Suspected resistance ; , , h : • • - . ^ . • ; . < ; , . . , ; / . , . ; . , , , s . . - . . > , , , , ,- : , . -

EPA.defines suspectedresistance-^ rnean field reports ofunexpected levels of .insect feeding, damage, for
which: . . , . [ . , . - . , , . .- , - ^ ,. . .. . .,,,;.

i
» the corn in questiomhas beenconfirmed-to be;lepidppteran-actoe^f.cprn; ;, , , , , ' ; , : , .• .-.\\

» the seed used had the proper percentage of corn expressing Bt proteins;
. - . ' • • • : • - - I , - I ' . - . . . . . : . , « . - ; • > - . - . . . • • ; . . . . , , . - - 1

• .the relevant plant tissues are expressing the -expected level of Btproteins;; and;* • ,v ! < - , : • . =• • .,-

» it has been ruled out that species not susceptible to the proteincouldi'be-responsible'for the damage, that
no climatic or cultural reasons could be responsible for the damage, and that that there could be no other
reasonable causes fo r t he damage.; . . . ; . . - . . ' . ' . ; ; • • . . • • • , i

. The Agency does not interpret suspected resistance to mean grower reports of possible control failures or
suspicious results from 'annual* insect monitoring.assays, nor, does the. Agency 'intend that extensivejfield
studies and testing be undertaken to confirm scientifically the presence of insects resistant to-Optimum®
Leptra™ corn in commercial production fields before responsive measures are undertaken.

If resistance is suspected, Pioneer will instruct growers to do the following:

- ;.Use alternative.controhmeasuresin the;Optimum®ieptraTW corn/fields^inTthe-affectedregion.to control the
target .pest, during the jmrnediate. growing .season. . ,î _,.,,.

• 'Destroy Optimum® LeptraT^1 corn crop residues :in,the affeetejd Tegionvwithin-one; month after harvest
with a technique appropriate for local production^practiceslto^minimize--the possibilityrof resistant insects
over-wintering and contributing to the next season's target pest population. ' - , • ; > i r .-

Additionally, if'possible,, and prior;to:!the, application-of alternative controLmeasip'espr, destruction of crop
residue,' Pioneer wilbcollect samples of the. in'sect populationvin/the.-affeeted-:fields; for^flabpratory -rearing and
testing. Such rearing and testing shalljbe conducted as expeditiously as practical. ..•,,;. , ;>;

I

j
Confirmed resistance; . . • , . . • _ • • • ' . - ? , j , , • . . - - . , - . ; . . : ' - • . - • • • • ;r,- * < • : - - > \i.^'--: • ' ? * > , ' : ;

EPA- defines confirmed resistance to• ineany in the. case of field .reports of unexpected-leyels :of damagerfrom
the *key ...target-pests> that all the following criteria aremet: . ;. - . , .,: • • - : • • . - . . . . . . ; - , . :

• There is >30% insect survival and commensurate insect feeding in a bioassayiiinitiated with!ne,onate
larvae, that uses methods that are representative of exposure to Bt corn hybrids under field conditions

- (ECB a n d SWGB;only). . - . ' . . - I • > • - . . - ; _ • . „ . , - . . , ; - . • - M • -..- . - . • . . , . = ••«,- , . , - i

• In standardized laboratory bioassays using, diagnostic concentrations ;of the Bf'protein suiteditorthe: target
pest in question, the pest exhibits resistance that has a genetic basis and the level of survivorship
indicates that there may be a resistance allele frequency of > 0.1 in the sampled population.
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» In standardized laboratory bioassays, the LCso exceeds the upper limit of the 95% confidence interval of
th'e'LCso'for susceptible populations surveyed both in:'me:-origi'nal:b^elihe"sideVeioped''rbr'iriisip'est'
species and in previous years of field monitoring. ' : • ' • ' ' ' *'' ' ' J | t ' ' :

3. Respori^e to Confiriiiied["Resistancein a Key Target Pe'stas'tBe Caus'eMUniexpectedLevels
of Damage in the Field '"'' " • ' ' : ' * - 1 ' - " ' " . • } ' '-"! ; t ; ' "—"' . > • - ; * " • * • > • • - > : • < : ' > - • ! • • • : •

j - . < , . * . - : • i . - . • . ,

When field resistance is confirmed (as defined above), the following steps will be taken by Pioneer:

« EPA will receive notification within 30 days of resistance confirmation'; ' ' ' . • . - . < , : ... •: ;.
i

® Affected customers and extensibn 'agents will be notified about confirmed 'resistance within'3 0 'days;

® Monitoring will be increased in the affected area and local target pest populations' will be sampled
annually to determine the extent and impact of resistance^ ;j .

" ' .* • •"• : ' ' • • • . • . • ! • • • . ' ' . • . :-Uh< ( / ' • ; ' ; " • ' ' .11 i • . : . * • ! ' • ' " ':.. ? : ; • , . . . ; i ; . (

• If appropriate (depending on the resistant pest species, the extent of resistance, the timing of resistance,
and the nature of resistance, and the availability of suitable alternative control measures), alternative

• ~ ' : : " " " ' ' « • i- •.; : j;'tT'. . ' ' " ' " > • . / '.:'.:•',. ' • i" ', '. ' • •• ' . ' • ' ' • ' -~ i '~ , ; i ' . " i '> ' .• - ^ ; • " , • " • ; """'f 'rjv^^ii-.^ <-\'>j7j.i-.'«jp^'<'i {•"-• • • < • • < ] ,-•
control measures will be employed to reduce or control target pest populations in the affected area.r J • \ " .'iftri-r . - ! . ' ff : i '^ ' . i ' «->•*'>*'-»>•« " .- . •'.•

Alternative control measures may include advising customers and extension" agents in the affected area
to incorporate crop residues into the soil following harvest to [minimize the possibility of over-wintering
insects, and/or applications of chemical insecticides; . , , ,

. • ' • ; > > • - > • ' ; : . ' • . ; ; • ? ••"•f'r,::; . . • • ; . . • , - . . > : • • • : • y , .- ' • ' . • - v ' ; - , ' ? ; - f ? - . - . • / , ' . : . ' : ' ; • , • • . • • ',f:,!}r < ; ; , - . • . , • • . , . - > • . ;y,r., - > ; ; . • • . • ' • > - , . - .

o. Unless otherwise agreed with EPA, the registrant will stop sale and distribution of the relevant
lepidopteran-active,5^ corn^ybrids in the affected ar.eadrnrnediately until .an effective local.mitigation.
plan approved by EPA has been implemented;

e Pioneer will develop a case-specific resistance management action plan within 90 days according to the
characteristics of the resistance event and local agronomic needs., Pioneer will consult with appropriate
stakeholders in the development pfithe action' plan, 'an'd^tiie details, of such a plan shall be approved by
E P A prior t o implementation; ; " ' • • • ' ' ,

- •. , '• . '.* : J '• {|

« The registrant will notify affected parties .(e.g.c growers, consultants, extension agents, seed distributors,
university cooperators and state/federal authorities ^appropriate.) in the region of the resistance
situation and approved action plan; and

j
» In subsequent growing seasons, the registrant will maintain sales suspension and alternative resistance

management strategies in the affected region(s) for the Bt corn hybrids that are affected by the resistant
population until an EPA-approved local resistance management plan is in place to mitigate the
resistance. j

I
A report on results of resistance monitoring and investigations of damage reports must be submitted to the
Agency annually by August 31st each year for the duration of the (unconditional registration.
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V. Annual Reporting Requirements

1. Annual Sales: reported and summed bye state (county ley el; data, available by request) on or before
January 31 st each year;

,, 2. Grower Agreement,Results: number of units of Optimum®, Leptra^M corn seed shipped or sold
' • - • • ' . . .', --'•,!.• • r . • • ''. ~ :-:. • • ''.... .. "• "I*':;'- ';'•" ~J.'JL '• • f. '•'/-'..'.•.y.'t-S'' )-•'•':* V,.". '•• • • • , ' f.V ,' f.\j 'rt^'At^i.:.: -.fjf '.

and not returned, and the number of such units that were sold tp'persons wholiaye "signed grower
agreements, on or before January 31st of each year; " ' ' ' ' ' '

3. Grower Education: substantive changes to education program completed previous year, oh'of
before January 31 st of each year; j . ,. ,t , ^ . , r , ,

f

4. .Compliance Assurance Program:,Compliance Assurance Program activities and results.for the.
previous year and plans for the Compliance Assurance Program' for the currehVyear, oh of before

, January 31 st of each year; | , , ,
- .-• ' / ••••" ' • : ' • • ' • ' . • • • • . • • • • • • . - ! • • ; > . ( • < • : jfi>. I . > ' - ' • • • - , . - , : ' • .,:, ' : • - . . , . - \ \ - • - • > . - n ^ • i i . • • c • ; , • : • : ? ( - : . ' ,

5. Compliance Survey Results: to include" annual survey results and plans for the next year I bri'bf1

before January 31 st of each year; j

6.' Insect Resistance Jvlonitpring Results: results of monitpring a^nd investigations of damage'reports,
on orbefore August 31rst each year.' ' ''"'" " ' * ' ' ' ' ' '!l '"' ' • ' ' ' ' " ' " ' •' -1"'' - • • » * • ' ' : • : "• i s - ^ j

If these conditions are not complied with,! the registration will be subject to cancellation in accordance with
FIFRA section 6(e). Your release for shipment of the "product constitutes acceptance oTthesel5onditions.

The label stamped'January 25, 20!13,' waslam'ehaed'by the Notification'accepted-August 9; 2'013^ahd is;
acceptable. ! ' • • • • • ^ ' - • • • - ' ' • • "-••••• • • • - - • • • ! ' ! • • • * • ' • < • ' .

Robert McNally, Director
•Biopesticides;ahdTollutidh'Prevehti6ri;i ^ K n - • • ' • • ' • '
Division:(75IIP)' ' r :
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